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means 
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"T" later document published after the international filing date or priority 
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the principle or theory underlying the invention 
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This REPORT consists of a total of sheets. 
>-v . • i AWWT7YF-? i e sheets of the description, claims and/or drawings which have 

l ^ 70.16 and Section 607 of the Administrative InstrucUons under the PCT). 

These annexes consist of a total of sheets. 
3. This report contains indications relating to the following items: 

I J^j Basis of the report 

II I I Priority 

in □ Non-establishment of report with regard to novelty, inventive step or industrial applicability 

IV I I Lack of unity of invention 

V ra Reasoned statement un^^^^ 
1—1 citations and explanations supporting such statement 

VI Certain documents cited 

VII Q Certain defects in the international application 

VIII □ Certain observations on the international application 
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I. Basis of the report 



1. With regard to the elements of the international application:* 
the international application as originally filed 
r^-j the description: 



pages 
pages 
pages 



1-31 
NONE 



, as originally filed 

filed with the demand 



NONE 



, filed with the letter of 



13 



the claims: 

pages 

pages 

pages 

pages 



32-34 



NONE 



NONE 



, as originally filed 

as amended (together with any statement) under Article 19 

. filed with the demand 



NONE 



, filed with the letter of 



fx] the drawings: 



pages 
pages . 
pages 



NONE 



NONE 



, as originally filed 

, filed with the demand 



NONE 



, filed with the letter of . 



fxl the sequence listing part of the description: 

' — ■ 1-7 
pages 



pages 
pages 



NONE 



, as originally filed 

, filed with the demand 



NONE 



, filed with the letter of . 



2 With reaard to the language, all the elements marked above were available or furnished to this Authority in the language in which 
" the international application was filed, unless otherwise indicated under this itenx 
TThese elements were available or furnished to this Authority in the following language 

□ the language of a translation furnished for the purposes of international search (under Rule 23.1(b)). 
[~] the language of publication of the international application (under Rule 48.3(b)). 

□ the language of the translation furnished for the purposes of international preliminary examination (under Rules 55.2 and/ I 
or 55.3). 

3. With regard to any nucleotide and/or amino acid sequence disclosed in the international application, the international 
preliininary examination was carried out on the basis of the sequence listing. 

contained in the international application in printed form, 
[x] filed together with the international application in computer readable form. 
| | furnished subsequently to this Authority in written form. 
I — I furnished subsequently to this Authority in computer readable form. 

[—1 The statement that the subseouentiy furnished written sequence listing does not go beyond the disclosure in the 
I 1 international application as filed has been furnished. 

r— 1 ^ statement that the information recorded in computer r^Sbii form is identical to the writen sequence Usting has 
I — I been furnished. 
4 [x] The amendments have resulted in the cancellation of: 

Pvl NONE 
L±l the description, pages__ _ 

0 the claims, Nos. NONE 

Qc] the drawings, sheets/fig NONE 



5 . n This report has been drawn as if (some of) the amendments had not been made, since they have been considered to go 
— hevond the disclosure as filed, as indicated in the Supplemental Box (Rule 70.2(c)).** 

^JrelZement sheet contains such amendments must be r e fe rred to und er item 1 and annexed to this report. 
Form PCT/IPEA/409 (Box I) (July 1998)* 
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V. Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement _ . 



statement 
Novelty (N) 

Inventive Step (IS) 
Industrial Applicability (IA) 



Claims 6-14 



Claims _LL 



Claims 6. 8. 10-14 
Claims 1-5, 7, and 9 



Claims 1-14 



Claims NONE 



YES 
NO 

YES 
NO 



YES 
NO 



2. citations and explanations (Rule 70.7) 

Claims 1-5 lack novelty under PCT Article 33(2) as being anticipated by Watson et al (herein after 'Watson'). 
Watson teaches methods for diagnosing breast cancer by detecting levels of mammaglobin mRNA in tissues or bodily fluids of 
a patient and comparing the levels of mammaglobin to those obtained in control, normal tissues or bodily fluids therein the 
presence of increased levels of mammoglobin is indicative of the presence of breast cancer (see, for example col. 6, and 8-9 . 
Watson teaches that mammaglobin is expressed in tumor and normal breast tissue, but is not expressed in non-breast tissues (col. 
6) Accordingly, mammaglobin is considered to be a breast specific gene (BSG). Watson (col. 6) further teaches that detection 
of mammaglobin can be used to diagnose metastatic breast cancer and to stage breast cancer. 

Claims 1-5 7 and 9 lack an inventive step under PCT Article 33(3) as being obvious over Abbott Laboratories. Abbott 
Laboratories teaches nucleic acids comprising the BS106 gene and sequences having at least 50% identity with this gene and 
My teaches nucleic acids which comprises a sequence identical to instant SEQ ID NO: 1. The reference ^teaches that 
BS106 is expressed specifically in breast tissue and therefore the BS106 gene is considered to be a BSG Abbott 
Laboratories teaches that the BS106 gene can be used to diagnose, stage or monitor the progression of breast cancer and can 
be used to detect metastatic breast cancer (see for example, pages 3-4). It is stated that samples to be assayed may include 
blood urine saliva and stool. Abbott Laboratories does not specifically exemplify methods in which breast cancer is 
diagnosed by detecting an increase in the level of nucleic acids encoding BS106. However, in view of the teachings of 
Abbott Laboratories, it would have been obvious to one of ordinary skill in the art at the time the invention was made to 
have applied the method of Abbott Laboratories for detecting BS106 nucleic acids to a means for diagnosing breast cancer in 
order to have provided an effective and rapid means for the early diagnosis of breast cancer and metastatic breast cancer and 
for determining the stage of breast cancer. 
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IPC(7): C12Q 1/68; C12P 19/34; C07H 21/04; A61K 16/00; C07K 15/28; COIN 33/53 and US CI.: 435/6, 7.1, 91.2, 
536/23.5, 24.31; 424/174.1; 530/388.1, 388.8 

V 2 REASONED STATEMENTS - CITATIONS AND EXPLANATIONS (Continued): 

Claims 6, 8 and 10-14 meet the criteria set out in PCT Article 33(2M3). because the prior art does not teach or fairly suggest 
nucleic acids comprising SEQ ID NO :2-4. 

Claims 1-14 meet the criteria set out in PCT Article 33(4), for industrial applicability. 



_ NEW CITATIONS 

NONE 
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1 . This written opinion is the ^ rst 



(first, etc.) drawn by this International Preliminary Examining Authority. 



II 
III 



2. This opinion contains indications relating to the following items: 

I | X| Basis of the opinion 
[ [ Priority 

□ Non * es ^lishment of opinion with regard to novelty, inventive step or industrial applicability 

iv n k*** ° f unity ° f invcnti ° n 

V \x\ *f ? oncd I™*™* under Rule 66.2(a)(ii) with regard to novelty, inventive step or industrial applicability 
1 — » citations and explanations supporting such statement appucaomiy, 

VI Certain documents cited 

VH D Certain defects in the international application 

VI11 D Ccrtain observations on the international application 

3. The applicant is hereby invited to reply to this opinion. 

A^l 1 " 1 ?! ^fr mdicatcd * b °ve- Tho n ppli fl nm may, h n foro tho onp i mtinn of that tim o limit, roquoot thi u 
Authonty to grant an a xt a noion., no a Rul i 66.5(d) , ' IU 4 UUUL "»« 

Pj^h^^T^? ac 5° u m P anicd i whcrc appropriate, by amendments, according to Rule 66.3. 
For the form and the language of the amendments, see Rules 66.8 and 66.9. 



When? 
How? 
Also 



For an additional opportunity 10 submit amendments, see Rule 66.4 
For the examiner's obligation to consider amendments and/or arguments, see Rule 66 4 bis 
H>r an informal communication with the examiner, see Rule 66.6 
If no reply is filed, the international preliminary examination report will be established on the basis of this opinion. 
The final date by which the international preliminary 

examination report must be established according to Rule 69.2 is: 04 DECEMBER 2000 
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. With regard to the dements of the international application:* 
[7] the international application as originally filed 



the description: 



pages . 

pages 

pages 



1-31 



, as originally filed 



NONE 



filed with the demand 



NONE 



, filed with the letter of 



Sthe claims: 
32-34 
pages J * 

pages NONE 
pages NONE 



, as originally filed 



, as amended (together with any statement) under Article 19 
, filed with the demand 



pages , 



NONE 



, filed with the letter of 



|~x| the drawings: 



pages 
pages . 
pages . 



NONE 



, as originally filed 



NONE 



, filed with the demand 



NONE 



filed with the letter of . 



NONE 



, as originally filed 

, filed with the demand 



NONE 



, filed with the letter of , 



Sthe sequence listing part of the description: 
1-7 

pages 1 

pages . 
pages . 

2 Wi«h reg ^ to «hel»gu. g e.a^ 

Efefe ^ 

□ the language of a translation furnished for the purposes of international search (under Rule 23.1(b)). 

□ the language of publication of the international application (under Rule 48.3(b)). 

□ *e language of the translation furnished for the purposes of international r^lirninary examination (under Rules 55.2 t 
or 55.3). 

3. With regard to any nucleotide and/or amino acid sequence disclosed in the international application, the wntten opiruon x 
drawn on the basis of the sequence listing: 
S contained in the international application in printed form. 
Qc] filed together with the international application in computer readable form. 
Q furnished subsequently to this Authority in written form. 
r~l furnished subsequently to this Authority in computer readable form. 

PI The statement that the subsequently furnished written sequence listing does not go beyond the disc.osure ,n th 
LJ international application as filed has been furnished. 

r-1 The statement that the information recorded in computer readable form is identical to the writen sequence hsung ha. 
■ — ' been furnished. 
4 [x] The amendments have resulted in the cancellation of: 

the description, pages Nonc „ 

0 the claims, Nos. ___2J£ n ±_ 

[~x] the drawings, sheets/% , None . 



5. ["I This opinion has be«i drawn as if (some of) me amendments had not teen made sine fey have been considered tc 

beyond the disclosure as filed, as indicated in the Supplemental Box (Rule 70.2(c)). 
. Repent sheets «** ftm beenJumisW u> *e recent Office in response <o an invUaton under Anicle 14 are referr* 
in this opinion as "originally filed". 
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